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RULE 37 C,F.R- § 1.132 DECLARATION 
of Jonathan Mark Featherstone 



I, Jonathan Mark Featherstone, do hereby declare and say as follows: 



1. I am a British citizen resident at 1 6 Heol Neuadd Cogan, Penarth, South Glamorgan 
CF64 3RQ, United Kingdom. 

2. I hold a Bachelors degree in Medicine (BM), a Doctorate of Medicine (DM), and 
am a Member of the Royal College of Surgeons (MRCS) in the United Kingdom. 

3. I currently hold the position of Registrar in Urology at the Royal Gwent Hospital, 
Newport , Wales, United BCingdora. 

4. I have xmdertaken research in urology, which is my full-time specialty, and have 8-9 
years experience in this field. 

5. I am an inventor of the invention which is the subject of U.S. patent application 
10/596,934 (herein, the "inventiorf*). 

6. The invention is for treating bladder overactivity, typically causing urge 
incontinence, and requires ttie bladder to be distended by liquid to a volume at 
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which electrical activity in the bladder wall is detected. This activity is indicative of 
detrusor overactivity, and is mapped. Treatment of tbe site of activity is by ablation. 

7. Liquid, typically saline solution, is infused into tiie bladder through the ureOira 6xm 
a rdsed leservoir (e.g., a bag). When the bladder is distended, the reservoir may be 
lowered so that backfilliog ceases. Furth^ lowering allom the bladdo- to void, or 
altmiatively the reservoir may be dise<nmected to allow the patient to void 
naturally. 

8. In the invention it is in^tortant to hold tbe bladder at a fixed volume v/ialst the 
electrical activity is detected and treated. This ensures accuracy of treabnent at the 
site of electrical activity, which in turn minimises the necessity of a subsequmt 
procedure. Such ma{qping of the bladder's electrical activity treatment of the 
bladdar take a considerable period of time to accon^ilish. Accordingly, the 
j^jparatus of the inv^ition includes, an external closure for the filling lamsa that can 
be closed to maintam fbs bladder at the desired fixed volume for the poiod of tune 
needed for nu^ng and treatment 

9. I have reviewed U.S. Patent No. 5,662,108 (herein, "Budd"). Budd discloses a 
Toapping device for a heart chamber. The heart is quite dififaent from the bladder, 
being an organ that beats constancy and r^idly. In contrast a bladder is relatively 
passive - filling slowly and being voided infi^equently. 

10. Budd has no means of holding the heart at a fixed volume, and to do so would cause 
a cardiac arrest Budd does include a valve on the filling lumen of a balloon 
cath^, but this balloon does not control the volume of the pumping chamber of 
the heart (which is equivaloit to the bladder in the invention) mto which it is 
inserted. 

1 1. 1 have also reviewed U.S. Patent No. 6,931,276 (haein, "Streng"). Strraig detecte 
electrical activity in a human bladder as it is backfilled. Streng does not disclose 
mi^>ping of the source of the activity. Although not stated in Streng, I would expect 
Sti«ig to backfill the bladder using a resovoir raised above the patient (HI a stand - 
somewhat sonilar to that used to infiise saline or blood into a blood vessel. 

12. 1 urtderstand that it has been suggested diat tbe inventicm is an obvious oombinatioii 
of the teachings of Budd and Streng, but I respectfiilly dist^ree. 

13. ThoK is no reason for Streng to maintain liquid in the bladder after an electrical 
(micturition) response is detected. Rather, once this response is detected, a medical 
practitioner using Streng's ajxparatus would simply drop the reservoir down to allow 
bladder voiding. To moiiiteiTt pressure (i.e., by closing an external closme chi the 
filling lumen) would subject the patient to unnecessary discomfort to no purpose, 
and may have the effect of causing some unf(N?eseen medical cornpiication, such as 
a deterioration of bladder performance in patients who are already comprranised. 
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Furttifindore, holding bladder pressure for a period using Stieng's device will 
achieve nothing that a transient increase in pressure cannot dnnonstrate by way of 
electrical reqKmse. R indeed could be ccmsldered to be medically unethical. 

14. Budd in my qpim<A would be nnlikdy to be considered by a person skilled in 
urolo^. Cardiac medicuiB is an entirely difiraent specialty with a well-defined 
medical cohort distinct fiom that of urology. Hue two medical disciplines are 
mtirely separate, bofh in staff and in ho^tal departmoat 

15. I hei^y declaie that all statements made herein of my own knowledge are tme and 
that all statements made on mfotmati(»i and belief are believed to be true; and 
fiulher that these sta^ents were made with the knowledge that willful Mse 
statements and the like are punishable by fine or in^nisonment, or both, under 
Section 1001 of Title 18 of the United States Code and that such willful false 
statanoots may jeopardize the validity of the plication oc any patent issued 
thereon. 




